KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. WME HA JEKAPCTBEHHUS IIPOTYKT

Huxnodenak Jyo 75 mg TBbpAM KalCy M C YIb/DKEHO OCBODOXKIABAHE
Diclofenac Duo 75 mg prolonged-release capsules, hard

2. KAYECTBEH A KOTHUYECTBEH Cbh(TAB

Besxka 75 mg TebpAa Kancyna ¢ yAb/DKEHO OCBODOKAABAHE ChAbPKA 75 mg auknodeHak Hatpui. (25 mg
AMKIO(EHAK HATPUH B cTOMAIIHO-yCTOHuKBA dopma, 50 mg auxknodeHaxk HaTpHil BbB GOpMa C YABIKEHO
0cBODOXKIaBAHE).

[ loMOLIKH BELIECTBA ¢ U3BECTHO ACHCTBUE:

Besxka 75 mg Tebpaa Kancyna ¢ YABDKEHO OCBOOOXKIABaHE ChAbPKA 5,6 mg Hatpudi u | mg
MPOIMUANECKT KON,

3a OBJIHUS CIIUCHK HA MTOMOLIHHUTE BEINECTBA BHCTE TOUKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

TBspaa kancyna ¢ yabLKeHO 0CBODOX IABAHE .
TrBbpaa *KEeNATHHOBA KAICYIa, pasMep 2, CbC CBCTIIOCHHS MOPHA UACT H MPO3PaUHA JONHA HACT.

4, KJHMHUYHH JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

-~ OcTtpu apTpHTH (BIUTIOUHTETHO MPUCTBIIM HA 1104arpa)
- XPOHWUHH apTPHTH, OCODEHO PSBMATOUACH aPTPUT (XPOHHUUCH MOTHAPTPUT)

- Axxunosupail cnoHAWMT (bonect Ha bexTepes) 1 apvru Bu3NATUTENHK peBMATHYHU 3a0018BalHUA Ha
rppOHAYHUA CTBIO

- Ilpu neresepaTHBHH HApPYIICHUS HA CTABHTE MM rpbOHAYHMS CTEIO (ApTPO3H M CIOHAWIAPTPO3H).
~  H3BsbHCTaBEH PEBMATHIBM.

- bonesHeHH OTOUH WJIH BBINAICHUA CNEL TPABMA HIIH XAPYPIrHYHU HHTCPBEHIIHM.
4.2  Jo3upoBka H HAYHH HA NPUTIOKEHHE

Ho3upoBka
Jo3ara gukI0(eHak 3aBHCH OT TEIKECTTA HA ChCTOAHHETO.

Bp3pacTHH: eaHa Kancyna BEAHDBX HIIH JBa IMBTH KHEBHO (CKBHBaJIEHTHA Ha 75 unm 150 mg muxnodenak
HaTpUH).

HauuH 4 NpOABIKUTETHOCT HA MPUNOKEHHE:

Juknodenak Jlyo 75 mg ce nmpuema npeau xpaHeHe, Oc3 Aa ce ApBuUe M ¢ MHOro TeuHocT. Ha naumenrure ¢
HYBCTBUTE/ICH CTOMAX C¢ MpenophuBa aa npueMar Juknoderak [lyo 75 mg no BpeMe Ha XpaHeHE.

JlexyBainusT nexap MpeueHaBa NPOAb/DKMTETHOCTTE Ha IPUIOXKEHHETO.

[lpu pesmatiumm 3a0omsBanus Moxke ga ¢ Heobxoaumo Murnodenak Jlyo 75 mg aa ce npuem;
NPOLBIIKUTECH NEPHOL OT BPEME.

Hexenanure nexapcTBEHH peakuHM Morar aa ObHaT CBEJCHHM A0 MHHMMYM 4pe3 HM3NON3BaHe \k
HHCKaTa ¢EKTHBHA J03a 3a HaH-KPATKUA NEPHOJ OT BpeMe, HEOOXOAWM 3a KOHTPONAMPAHE HA CH
(Bx. Touka 4.4 CricunaliHu npeaynpexaeHus ¥ npearnasHy Me beba).

Crneunaniy nony MMy
[lantMenTy B CTApYECKa BB3PACT:

Kpeimika Xapaxmepucmuss e npogyxrma - Npusoxerue 1
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He e HeoBXOMMMO CTELEATHO KOpHrHpane Ha gosara. Ilopamu npoduna Ha NOTEHLHATHHTC HEKCIAHM
EKAPCTBEHH PEAKLMH € HEOOXOAMMO CIICLHATHO BHUMAHHKE NPH NPOCACABAHCTO Ha NALMEHTH B CTapyecKa
BBH3PACT.

[NauperTy ¢ HapylneHnd sa 6b6peunara GyHKIMA:

[Tpu manMEHTH ¢ IEKO A0 YMEPEHO HapyIneHa 6p6Opeuna ¢yHKUIHA HE ¢ HEOOXOAMMO HAMATIIBAHC HA 103aTa
(32 MALHEHTH ¢ TEXKKH ObOpeuHH HAPYIICHHA, BIDKTC TOMKA 4.3).

[TarmeHTH € [meHus HA YyepHoapobHaTa GyHKUIHA (BIXKTE T. 5.2).

TTpu naLHEHTH € JEKO A0 YMEPEHO HAPYIIEHHUE Ha yepHOAPOOHa QYHKINMA HE € HEOOXOANMO HAMAIABAHE HA
703372 (32 NALMEHTH C TEXKKO HAPYIIEHHE Ha YEPHOAPOOHA dbyHKLMA, BIDKTC TOUKA 4.3).

el H YOHOIIIN,

Nuxnogenak Jyo 75 mg He € MOAXOAAIN 33 ACLA U IOHOLIH MO 18 rogMiHa BBR3pACT.
4.3 IIpoTuBONOKa3aHHS

-  CBPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO anxnodeHAK HATPHIH UITH KBM HAKOE OT MOMOLNHHUTE
BEIICCTBA,;

- M3BECTHM MPEJXOAHH PEAKLMK HA OPOHXOCMA3bM, ACTMA, PHHHUT WM YPTHKApHA CIICA NPHEMAHT Ha
AN TUICATMIIMIOBA KUCENIHHA WM APYTH HECTEPOHIHK IPOTHBOPEBMATHHYHH HIIH NPOTHBOBBIMAIHTCIHH
cpeacrsa (HCIIBC);

-  HEHM3ACHEHM HAapYLOCHHS Ha XeMOTIOC3aTa,

- CHLICCTBYBAIIA WM MPEAXOJHA AHAMHE3A 3a NOBTAPSALIH CE METITAYHY S3BH WM KPbBOHIHMBH (nowe 2
pa3IMdHK €MH30Ja HA A0KA3aHA A3Ba WK KPbBOH3NHB),

. aHAMHE3a 3a raCTPOMHTECTHHANEH XPHBOMIIHE WM nepdopariusd, CEbP3aHH € TPEIXOAHO JICUCHHE C
HCIIBC,

- uepebpoBacKynapeH MM APYr AKTHBCH KPBBOUI/IHB,

- Texxa uepHoApobHa quchyHKIMA HiH OBOPEeTHO YBPEKAAHE,

- TEIKKO CbPACYHO YBPCHKIAHE,

- YCTAHOBEHA 3aCTOHHA CHPACYHA HEAQCTATHUHOCT (NYHA II-IV), ucxeMuuna O0OnecT Ha ChPLETO,
nepudepHO apTEpHaNHO 3a60Is1BaHe H/HIM MO3BYHO-CHAOBA GOIECT,

- [OC/IeAeH TPHMECTHD Ha GpeMeHHOCTTA (BXK. TOUKA 4.6).

44 CrneuHAJHRE NPeAYNpPExRACHHA H NPEANASHA MEPKH NPH ynoTpeba

O6wmu

Kaxro nmpu apyru HCIIBC, aneprudhy peakiiid, BKIIOYHTE/IHO aHadIaKTHYHH/aHA(PHTAKTOMHH PEAKIHH
CHIIO MOraT O3 HACTBOSAT B peaku ciayyad H npu guknodenax Oe3 mpeawimHa €KCMO3WLHMA Ha
nexapcTBoTO. Peakuuure Ha CBPBXUYBCTBHTENHOCT MOXE ChINO Taka Ja MPOrpecHpar A0 CHHAPOM Ha
Kounis-cepso3Ha afNcprudHa PeakiMs, KOATO MOXE Ja AOBEAC 10 uapapkr Ha muokapaa. CUMNTOMHUTE Ha
TAKNBA PEaKIHK MOXKE Aa BKIIOMBAT GONMKA B IbPAMTS, KOATO BL3HHKBA BBB BPB3KA C ANCPrHIHA PCAKIMA
KBbM JHKJIO(DEHAK.

TMono6uo ua apyru HCIIBC, aukmodeHak Moxe Aa MacKHpa MPU3HANMTC X CHMIITTOMHTE Ha nHbeKuMs
nopaid dapMakoAMHAMHYHHTE CH CBOMCTBA. 10 Ta3H MPHUMHA NALMCHTHT TpabBa na 6bae NOCHBETBAH 12
IOCETH NeKap He3abaBHO, NPH NOABA UM BJIOLIABAHE HA MPH3HAIM Ha vH(pEeKUK, 10 BPEME Ha IPHEMaHE Ha
mukiodpenak. Heobxoaumo € fa ce mpoBepH JATH € NOKa3aHa aHTHHH(PEKIHO3HA/aHTUOHOTHYHA TEPANMS.

HexenaHuTe IeKApCTBEHH PEAKLMH MOTAT Ja OBJaT HAMAICHH, KaTo 33 KOHTPOMHPAHC Ha CHMITTOMHTS CC

ynoTpeOsaBa Bb3MOXKHO HaH-HHCKATa ¢eKTHBHA 2034 3a BB3IMOXKHO HaM-KpPaThK MEPHOJ OT BpeMe (BXK. NO-
Oy 3a TACTPOMHTECTHHAIHY ¥ ChPAESYHO-CHA0OBH PHCKOBE).

["acTPOHHTECTHHATHA OE30MACHOCT:




CsBmecTuara ynotpeba na auxnodenak cbe cucreMad HCTIBC, BxnounTeHO cenexTuBHM MHXUOHTOPH Ha
LIUKJIOOKCHI¢Ha3a-2, TpAOBa ga ce u3barea nmopaay MMICATa HA JOKA3ATCICTBA, MOKA3BALIH HAIMYHETO HA
CHHEPrHYHH MOJI3K M Bb3MOXKHOCTTA 32 HATPYIIBAHE HA HEXKEJIAHUTE PEAKIIHH.

[laupeHTH B CTAPUECKA Bb3pacT.

[To mpurHIMn € HeoOXOAUMO MOBULICHO BHUMAHKME NPH TPCTHPAHE HA MALMECHTH B crapdecka BbapacT. [lo-
CIELHAMHO C€ NMPEnopBYBA Ja C€ H3MO0A3Ba HaH-HHUCKATa C¢PCKTHBHA 1033 MPH MITOILICHH MALMCHTH B
CTApYeCKa BB3PACT HIIH TAKHBA C HHCKA TenecHa maca. HexenaHMTe NEKapCTBEHH PEaKUUM ¢a MO-4ECTO
CpEIlaHH TIPH XOpa B cTapuecka Bb3pact, mpaemMamu jacucHue ¢ HCIIBC, ocobeno nmpu racTpoMHTECTHHANEH
KpPBBOHM3IHB H nepdopauus, KaTo NOHAKOra MOrar Ja ca (paTanHu.

CroMaumHO-upeBHY ePEKTH:

[Tpu Bewmuxn HCIIBC ca aoxnageanHy peakumy KaTo racTPOHHTECTHMHAIICH KPbBOMJIIMB, #3BH HIIH
nepdopauuu, nMoHskora ¢ paraneH xpail. Te ce momy4asar ¢b¢ WM 0€3 NpPeAWISCTBAIH TPCAY TPCAHTETHH
CHMITTOMH WIH HAIH4YHEC HA AHAMHE3a 33 CEPHO3HH TaCTPOMHTECTHHATHH CHOMTHSA, MO BCAKO BPEME HA
neueHueTo. OOHKHOBEHO TE HMAT NO-CECPHO3HHU NOCIICIUIIH MTPH NALMEHTH B CTAPYECKA BBH3PACT.

PuckeT OT MOABaTA Ha raCTPOMHTCCTHHANICH KPBBOM3IIUE, A3Ba WK nepdopaips € mo-BUCOK NPH MPHEMAHE
Ha no-BHCOKK 4034 0T HCIIBC u npu naipieHTH ¢ aHAMHE3A 32 A3BH, OCOOCHO ¢ YCIOXKHEHHA, BKTIOYBALIH
KPBHBOM3THB HIH nepdopaigis (BK. Touka 4.3), ¥ NPH NALMEHTH B HaNPEeAHAIA BB3PacT. 3a Ja C& HaMaIH
PHCKBT OT TaCTPOMHTCCTHHAIHA TOKCHYHOCT TNPH TE3W TALMEHTH JCUCHHETO TpaOBA Oa 3amoyHe U Ja
NPOSBIKH ¢ HAH-HUCKATA eexTUBHA AO3A.

3a T€3H NALUMEHTH, KAKTO H 33 MALMECHTH, PH KOHTO € HEOOXOAMMO ChIBTCTBAINO JICYEHHE ¢ MAIKH JO3H
aneTHncammuIoBa kuceuHa (ACK) mmu ¢ Apyru 1exapcTBeHM CpeACTBa, KOHTO MOrar JAa YBEIMYar
raCTPOMHTECTHHATHHUTE pHCKoBe (BK. Touka 4.5), TpabBa aa ce oOMHCIH KOMOHHHMpPAaHO NEUEHHE C
IPEANAa3BaM JEKAPCTBCHHU CpeACcTBa (Hanp. MH30MPOCTON HITH UHXMOHTOP Ha MPOTOHHATA NOMMN) (BX. mo-
aony ut. 4.35).

[MaumenTHTE ¢ aHaMHE3a 33 raCTPOMHTECTHHANHA TOKCHYHOCT, OCOOEHO TaKHBA B CTAPUCCKA Bh3pacT, TpAOBa
Aa cpoOmasar 3a BCHHMKM HCOOMYANHM CTOMAIMHH CHMMITOMH (H NMPEAM BCHYKO 32 FAaCTPOHMHTECTHHATHH
KPBBOMU3IMBH), 0COOCHO B HAYAIOTO HAa NCHCHHETO. HeoOX0oAMMO € MOBHINEHO BHHMAHHE, aKO NMAlUCHTUTE
NMPHEMAT CAHOBPEMEHHO JICKAPCTBCHH MMPOAYKTH, KOHTO MOTraT JA VBEIMHYAT PHCKA OT A3BH H KPbBOH3IHBH,
KaTo HanpuMeEpP CHCTEMHH KOPTUKOCTEPOHIH, AHTHKOAryJIaHTH KaTo BapdapuH, CENEKTHBHE HHXUOUTOPH HA
0o06paTHOTO 3axBalaHC HA CEPOTOHHHA MIH HHXHOHTOpPH Ha TpomOouuTHaTta arperaums, kato ACK (mx.
TOUKA 4.5).

AKO MpH NMalLMCHTH, NPHEMaINH AUKIO(PEHAK, 3allOMHAT KPhBOM3IMBH MM A3BH, JICUCHHETO TpiAOBa ga ce
MPEKPATH.

HeobxoanmM e cTpor MEAMIMHCKK KOHTPOI H BHHMAHKE ITPH MALMEHTH ¢ YIUEPAaTHBEH KOJMT MM OonecTt Ha
KpoH, Thii KaTo CHCTOAHHETO UM MOXKE Ja ¢¢ BomH (BxK. TOuka 4.8).

Kaxto mpn Bcmuxu HCTIBC, Brmountenso aguknodenak, cTporusT MeSHIIMHCKH KOHTPOJ € 3a0b/DKUTE/ICH
KakTO H Ja ¢€ MOAXO0)KAAa ¢ MOBHIICHO BHHMAHHME NMPH NPEANMCBAHC HA JUKIO(PEHAK Ha NMALIMEHTH CbC
CHMIITOMH, KOUTO Ca ITOKA3ATE/IHH 34 racTporHTeCcTHHANHH (I M) HapymeHus wim ¢ aHaMHe3a, oKasareiHa
3a CTOMAHIHA UIIM 9PEBHA YMICpallis, KbpBEHE WK neppopauua (BX. Touka 4.8).

HCIIBC, BxmouuTenHO JUKIOPEHAK, MOXE Ja Ca CBBP3aHM ¢ YBEIMUEH PUCK OT M3THYAHE HA CTOMALITHO-
upeBHa aHacToMo3a. [lpenopryuBa c¢ BHHMATENHO MCOHLMHCKO HabAIOACHHC M MOBHUIEHO BHMMAHHE MpH
yrnotpedara Ha JMKIOQEHAK Clie CTOMALIHO-YPEBHA XHPYPrHiHA HHTEDBEHIIHA.

ChpaeuHO-ChbAOBH H MO3ZBYHO-CHIOBH CHOMTHA:
Heobxoaumo € aa ce ocurypsT noaxoadino HabmoaeHHE H ChbBETH 34 MALHEHTH C aHAMHE3A 2
H/MITH NIEKa 10 YMEpPEHa ACKOMIICHCHpaHAa CbpACYHA HEAOCTAThUHOCT, ThH KATO H

3a0bPXKAHE HA TEIHOCTH M OTOLM, CBBbp3anu ¢ aeueHHeTo ¢ HCIIBC.

&




Knunyunu npoyusasus ¥ enMACMHONIOTHYHH AAHHHU [I0Ka3BaT, Ye ynortpedbara Ha auxnodeHak, ocoOeHO BbB
Brcoka no3a (150 mg AHEBHO) H INMpPH NPOABIDKHUTEIHO NPHIOXKEHHE, MOXE Aa Obae CBBp3aHA C JIEKO
NOBHIUEH PHCK OT aAPTEPHANHH TPOMOOTHIHH CHOHTHA (HAIIPUMEDP MHOKApACH HH(PAPKT WM HHCYJIT).

ITanMeHTH ¢ HEKOHTPOIHpAHA XMIIEPTOHWS H/UIIH 3acTOHHA ChpacyHA HeaocTarbHHOCT (NYHA 1) Tpadsa aa
ce neKyBar ¢ guknodeHak camo cnel BHHMATenHO oOMHC/IHE. [MauMeHTUTE CbC 3HAYUTENHH PUCKOBH
daxropr 3a CBPACYHO-CHAOBH CHLOHTHA (HANp. XHMNCPTOHMA, XUNCPAMITHICMMSA, 3axapeH auader,
TIOTHOHOMYIICHE) TPAOBA Ja c& NEKyBaT ¢ AMKIOPEeHaK caMo CICA BHUMATEIHA NMPELCHKA,

Twit kKaT0 CHPACYHO-CHAOBHAT PHCK MPH AMKIOPEHAK MOXKE Aa HAPACHE € JO3aTa H MPOABIDKHTEIHOCTTA Ha
CKCIO3HILHNATA, TpAOBA Ja Cce mpwiara Hai-HHucKaTa eeKTMBHA AHEBHA J03a 3a BB3MOKHO HaH-KpaTKus
nepuoa ot Bpeme. [lepuoanuno TpaOBa Aa ce M3BBLpLIBA NMPEOLEHKA HA HEOOXOAUMOCTTA HA NMALMEHTA OT
ofnekyaBate Ha CHMITTOMHMTE H HA OTTOBOPA KbM TCPAITHATA.

CepHO3HH KOXHH DCAKUMU,
ITpu neuenue ¢ HCIIBC Muoro paaxo ca aownamBaHu CECPHO3HU KOXKHHM PCaKLMH, HAKOH ¢ QaTancH Kpaw

BICTIOUMTENHO €KC(ONMMATHBEH ASPMAaTHT, CHHAPOM Ha Stevens - Johnson u TokcuuHAa enHaepmanHa
Hexponu3a (cuHapoM Ha Lyell) u renmepanusupan OyrnozeH ¢duxcupaH nexapcrseH oOpuB (B4 .8.).
Harnexna, 4¢ Hal-BHCOKHMAT PUCK OT TAKKHBA PEAKUHMM € B HAYAJNOTO HA JICUCHHETO, ThH KATO B MMOBEUYETO
CIyya¥ TE3d PEakiLMH ce HabmioaaBar mpe3 mbpBusg Mecel ot jeueHuero. [Ipuemst Huxmodenak [yo
TpAOBa Ja C¢ MPEKPATH NPH ITbPBUTE MPHIHALM HA KOKHH OOPHBH, MYKO3HH JIE3UH WIK APYI'H CHMITTOMH HA
pPeakiiy HA CBPbXYYBCTBUTEIHOCT.

YepHoapoOHu peakuuu:

HeobOxonuM € cTpor MEAMIAHCKH KOHTPOJ MPH IPCANMCBAHE HA AUKIO(MEHAK HA NALMEHTH ¢ YBPEKIAHE HA
yepHOAPOOHATa PYHKIMA, THH KATO CBCTOSHUETO UM MOXKE A4 CE BJIOIIH.

Kaxro nmpu gpyru HCIIBC, Bkmouuremso auknodeHak, CrOMHOCTHTE HA €AMH WM MOBEUC YEPHOAPOOHU
eH3MMM MOX¢ Ja ce noBuwar. Ilo BpeMe Ha NPOABLMKUTENHO JigueHUE C JUKIOdEHaK, peIOBHOTO
NpoC/IeaAdBaHe HA YCPHOAPOOHATA PYHKUHMA € NOKA3aHO KAaTo npeanazHa Mapka. AKo aDHOPMHHTE TECTOBE
Ha YCpHOApOoOHaTa (PYHKUMS MEPCHCTHPAT MM CE BJIOINAT, aKO CE MOSABAT KIHHHUYHH NPHU3HALUH HIH
CUMIITOMH, MOKA3ATEIHH 33 YCPHOAPOOHO 3a0onABaHEC WIM aKQ HACTLOAT JPYyrd MOPOABH  (HAmp.
cosuHodmwtHs, 0OpuB), NeueHueTo TpAdBa Ada ce npexparu. Ilpu ynotpeGara Ha AukNodeHAK MOXe Aa
pa3BUE XENaTHT Oe3 MPOAPOMATIHH CHUMITTOMH.

[NoBumerno BHUMaHHE ¢ HEOOXOAHMMO, KOrato AHKIOPECHAK €& HM3NOJ3Ba NMPH MALMEHTH C YEPHOAPOOHA
nopdupus, Thil KATO TOH MOXKE Aa NMPEIH3BUKA NPUCTHI.

YBpeaena 6u0peuna U cbppacuHa GyHKIms

TvH kaTo ca JOKIaIBaHH 33IbPXKAHE HA TCUHOCTH H OTOK, CBBp3anu ¢ teparmuara ¢ HCTIBC, exaounrento
aukaodenax, ocoOCHO BHHMaHHE ¢ HeoOXOAMMO NPH MALMEHTH C YBpEAcHA CbpAcuYHA MM OBOpedHa
(yHKIMA, aHAMHE3A 33 XHUNCPTOHHA, MALMCHTH B CTAPYECKA BB3PACT, NMAMEHTH, NMPHEMAINH CbBMCCTHO
NCYCHHUE C OHUYPETHLHM WK JEKAPCTBEHH NMPOAYKTH, KOMTO MOTAT CHIIECTBCHO Aa noBmuaar 6pOpeunara
(pyHKIMSA, KAKTO H MPH MALMEHTH ChC 3HAMHUTC/IHO HAMANIABAHE HA EKCTPALCTYIapHUs 00eM, HE3aBUCHMO OT
NpHYHHATA, HANp. MPEAH MAM CNEeJ FOJIEMH XUPYPrHY€CKHM HHTEpBEeHLHM (Bx.TOuka 4.3). B Te3u cnyuan
KaTo MpeAnasHa MApka nmpH ynorpebara Ha guknogeHak c¢ NpenopbuBa NpocicasBaHe Ha OnOpeuHaTa
dyuxima. CmipadeTo Ha TepanuaTa OOHKHOBCHO € NOC/ICABA OT Bb3CTAHOBABAHE HA U3XOJHOTO ChCTOSHHE.

XeMaTQJorHiHH eeKkTH
Kakro apyru HCITIBC, auxnodenak Moxe na noTUCHE BpeMeHHO TpoMOoiuTHaTa arperauud. [lanperTtHTe ¢
HapyIICHUs HA XeMOCTa3aTta Tpadsa aa 6baar HabnoJaBaH BHUMATCIHO.

Ynorpebara Ha AMKIO(PEHAK € NPENOPBYMTEIHA €aMO 33 KparkorpaitHo nedeHue. [lo Bpeme Ha
MPOAB/IKUTENHO JedcHUE ¢ auknodenak, kakro v mpu apyru HCIIBC ¢ npenopwuurensHo
NpOCICASBAHE HA KPBHBHATA KapTHHA.




PecnMparopHy M aNepryaHy HapyLICHUA
[lps mauueHTd C acTMa, CE30HCH ANEPruvcH PHHHT, MOAYBAHC Hd HAZAHATA JMraBHUa (T.¢. Ha3aNHH

IOJIMITH), XpOHHYHA 06CTpyKTHBHA GenoapobHa 6OMECT WM XPOHHIHH HH(EKUHHY HA AUXATETHHUTE THTHINA
(0coBeHO axo ¢a CBbP3aHH ChC CHMITTOMH, MoA0OHH HA aNCPruyYcH PHHHT, B CPABHCHHUE C JAPYTHTE MALHMCHTH
ca MO 4YeCTH PEaKLMUTE Ha BJIOINABAHE HAa acTMa OT HCIBC (7.Hap. HEMOHOCUMOCT KbM AHANINETHLH /
aHANreTH4Ha acTma), oTok Ha Kpurke win yprukapws. Ilopaxu T0Ba HpH TE3H MALHCHTH C2 HeoOXoauMHU
CIICI{HATHH MPEANAa3Hyd MEPKH (TOTOBHOCT 32 CIICINHA noMoin). ToBa CBIIO TaKa C€ OTHACA U 33 NAUMCHTH,

ancprUyHH KbM APYTH CyGCTaHLIMH, HAllp. KOKHH PEakLUY, MPYPHTYC HIlK YPTHKAPHA.

Iuknodenax TpafBa Aa ce HINON3BA camo CIe] CTPOra MPELEHKa Ha ChOTHOLICHHCTO PUCK/TION32
- [IpH BPO/EHO HApyHICHHE HA METAbO0/IH3MA HA nopdupus (Hanp. Mpu 0CTpa HHTCPMUTCHTHA nopbupns);

- mpH cucTeMeH epuTeMartoseH syyc (SLE) nmu rmpa CMECCHO Che AMHHTETHO-THKAHHO 3abonsBaHe (BXK.
touxa 4.8).

OcobeHo BHUMATENHO JEKAPCKO HabMIONECHHE C6 H3NCKBA

- mpu HapyweHHs Ha OnOpeuna PyHKIMA,

- 7pM HapylLIeHWs HA YepHOApoOHaTa QyHKuUMA,

- HEMOCPEACTBEHO CIC/ CEPHO3HA XUPYPrHYeCKa HHTCPBCHLINA,

- TpM MAUMEHTH C PECTIHPATOPHH HIIH ANCPIrHYHH HAPYIHCHHA,

- IpY NALMEHTH, KOUTO MMAT QIEPrUvHH PEAKUIHH KBM JPyrH BCIICCTBA, THhH KaTO MMa MOBHIICH PUCK OT
[10SBaTa HA ACPTHYHA PEAKLHMH M P MPHEMAHETO HA AUKIO(EHAK.

MHoro paaxo ¢a HabmoJaBaHM TEXKH OCTPH PEAKIMH Ha CBPBHXUYBCTBUTCITHOCT (kato aHaQHIAKTHYCH
mok). [Tpi mbpBUTE NPU3HALK 33 PEAKUMs HA CBPBHXYYBCTBHTCIHOCT CNCA 3aArOHBAHE HA IPUCMAHCTO HA
nuxnodeHax neueHUeTo TpadBa Aa Ce MPEKPaTH. HeobxoauMo € Aa ce 3arodHaT MEAHUMHCKH MPOLCAYPH,
QICKBATHH CIPAMO CHMITTOMMTE, OT EPCOHANT ChC CMIELHANHA JHAHHA.

ra HHpopMalus
Ilpu ABITOCPOYEH MpPHEM HA JMKNOGEHAK € HEOOXONMMO PEAOBHO nHaOmoaeHue Ha 6nOpeynara QyHKIHA H

Ha KPbHBHATZ KAPTHHA.

[Tpu awrrocpouHa ynoTpeba Ha aHAITETHLM MOraT Aa € MOABAT riaBobonug, KOHTO HE Tpsabea aa ce
JIEKYBAT € TIO-TONEMH AO3H OT JEKAPCTBCHHA IPOAYKT.

Haii-061mo 06HYaifHOTO H3MON3BAHE HA AHANTCTHLIM, OCODEHO KOraro ce KOMOHHMPAT HAKOJIKO aHAATCTHYHH
AXTUBHM BEIIECTBA, MOXE Ja AOBEJE A0 NPOXb/DKHTENHO yBpeXaaHe Ha OpOpenHTe ¢ pUCK 33 obbpeuHa
HEIOCTATHYHOCT (aHANreTHYHA Hedponarus).

Mpuemanero Ha HCIIBC eIHOBPEMEHHO ¢ ATKOXONM MONE A3 3aCHTH HEKCNAHHMTC NEKAPCTBCHH PCAKIHH,
MPHYHHEHH OT aKTUBHOTO BEUIECTBO, OCOOCHO TE3H, KOHTO 3aCsraT FaCcTPOMHTCCTHHATHHA TPakT i

LIEHTPATHATA HEPBHA CHCTEMA.

OrHocHO GePTHIHOCTTA IIPH KEHH, BHXKTE TOUKA 4.6.

Harpuit
ToBa NEKAPCTRO CHIbPXKA NO-Mainko or 1 mmol narpui (23 mg) Ha TBbpAA KalcCyjla ¢ YABJDKEHO
ocBOBOMKIABAHE, T.C. MOXKE A C& KAXKE, 4 MPAKTHUCSCKH HE ChIBPIKA HATPUH.

TIponMNeHTIMKOI

Hpyru HCIIBC. BKIIOUHTEIHO CANMLMAATH




EanoepemennoTo npuemane Ha Hakonxko HCIBC moxe ga ysenwdn pHcKa OT FraCTPOMHTECTHHAIHM A3BH H
KPBBOM3JIMBY TTOPaqH HATpyneamoTo Aeicreue. [lopagu ToBa €JHOBPEMEHHOTO MPHEMAHE HA AMKIOPEHAK
u apyr HCIIBC He ce npenopwusa (Bx. 1. 4.4).

OurokcuH, GEHUTOUH, TUTHH

[MpueManeTo Ha AUKNODEHAK ¢ AUTOKCHH, GEHUTOHUH WITH JMTHI MOXKE A2 YBETHYH KOHIEHTPALMATA HA TE3H
JICKAPCTBCHU MPOXYKTH B KpbBTA. MOHHTOPHPAHETO Ha CEPYMHHMTE HHBA HA JHTHH € 33Ib/DKMTEIHO.
MoHuTOpHPaHETO HA CEPYMHHMTE HHBA HA AMIOKCHH H HA PSHUTOHH € NMpEenopbYHTEIHO.

Duyperuim, ACE-uHxuburopy 1 aHrHOTeHIUH Il aHTArOHTHCTH
Kakto mpu gpyrn HCIIBC CBbBMECTHOTO DNPWIOKEHHE HA JUKIOPCHAK € JAUYPCTHUH MY

aHTHXUITEPTEH3UBHH CpeacTBa (Hamp. Ocra-0mokepH, HHXHOHTOPH Ha aHTUOTCH3IHH-KOHBEPTHPALIHA €H3UM
(ACE - unx#OMTOpH), aHTaroHHCTM Ha aHruoTeH3znH II) Moxke na npuYHHM HaManeHHE Ha
anTuxunepreH3uBHus MM edekr. [lopaau ToBa TasH koMOHHauMA TpAOBa Aa ce npunara ¢ OCOOEHO
BHHMAHHE M HA MAalLMEHTHTE, OCODEHO TE3HM B CTAPYECKAa BB3PACT, CTOMHOCTHTE HA KPBBHOTO HAJSATAHE
TpiabBa ma Obaar peaoBHO mpocneagsaHH. [lopaau noBHMIEHHS PHUCK OT HE(PPOTOKCHMHOCT, MALMCHTHTE
Tpabra ga Owsaar A00pe xuaparupanu u 6pOpeuHara uM dyHKUM Ja 6bAC MpoCcacaAsBaHA NPHU 3ANI0YBAHE HA
CbBMECTHA TEPANMS, KAKTO H MNepuoAwdHO cneX ToBa. (CBHBMECTHOTO JICYEHHE C KATWH-ChXpaHABALOH
JEKApCTBA MOXKE Jda ¢ acoUMMpa ¢ NOBHIICHYM CEPYMHH KOHLEHTpaLMM Ha Kanui, nopagH KoeTo €
HE0OX0AMMO YECTO NPOCNCAABAHEC HA CTOMHOCTHTE MY (BX. TOuKa 4.4.).

[ TIOKOKOPTHKOCTEPOU AN
YBenHueH pUCK OT raCTPOMHTECTHHAIHH KPBBOM3/IHBH (BXK. TOYKA 4.4).

CenexruBHH HHXHOUTOPH HA 0OpaTHOTO 3axBalnaHe HA cepoToHMHA (SSRIs)

CbBMECTHOTO NPHIOKECHHE MOXKE A3 YBEAHIH PHCKA OT FaCTPOMHTECTUHAMHH KPbhbBOH3NHBH (BXK. To4Ka 4.4).

AHTHIHAOETHH JEKAPCTBEHH NPOAYKTH
KnmuHHyHHTEe NPOYYBAHHA Ca MOKa3amH, 4Y¢ AUKIODCHAK MOXKE Ja C€ TPHEMa 3acAHO C HEpOpPaJIHH

aHTHIUAOCTHH cpeacTsa, Oe3 4a MOBIHMABA TeXHMA KiIHHMuUEH edekr. B xoga Ha yeucHHE ¢ AUKIO(PEHAK,
obaue cc CpoOmIABa 33 H30JIMPAHH CJIy4AaM KAKTO HA XHIMOIIMKEMHYHHM, TAKA H HAa XHIICPrIMKCMHYMHH
e()eKTH, HATAramy MPOMAHA HA A03aTa Ha AaHTHAHADCTHUTE CPEACTBA MO BPEME HA JICUCHUE ¢ AUKIOPECHAK.
[lo Ta3u mpuuMHa, KATO NPEANAa3HA MAPKA € NMPENOPBUBA NPOCISAABAHE HA KOHUCHTPALKATA HA KPbBHATA
IJIEOKO3Aa 10 BPEME HA ChbBMECTHA TEpamnusA.

MeTtoTpekcar
Huxnodenak moxe ga vmxubupa tyOynapuus OpOpedeH KWIMPBHHC HAa METOTPEKCAT H IO TO3H HA4YHH Aa

noBvloM HuBata My. [lpemopbuBa ¢e nmoBuinmeHO BHMMaHue npu npunarane Ha HCIIBC, sxiaouurenHo
AUKIodeHaK, NMoO-Manko OT 24 yaca MpeAr UM ClEh ACYECHHE C METOTPEKCAT, MNOpagd Bh3MOXHOCTTA 3a
NOBULNABAHE HA IUIa3MEHAaTa KOHLICHTpALHA METOTPEKCAT M YBEIMYMABAHE HA TOKCHYHOCTTZ HA TOBA
BELLCCTBO.

Luknocnopus

[loaobno na apyru HCIIBC muxnodenak Moxe Ja yBeaud#s HEQPOTOKCHYHOCTTA HA LIMKIIOCTIOPHH, NMOPaIH
nosmisBaHe Ha OnOpeunnTe npocraraanaubn. [Topagu Tosa 1ok TPAOBA A4 ce MpHnara B JO3H, NO-HUCKH OT
TE€3H KOMTO OHxa OWIIM H3MON3BAHH NPH MALMECHTH, KOUTO HE MPHEMAT LIMKIIOCTIOPHH.

AHTHKOATYJIAHTH H aHTUTPOMOOLIMTHH CPEACTBA
[IpenoppuBa cc NOBHIICHO BHHMAHME, Thil KaTO €JHOBPEMEHHOTO NPHIOKCHUE MOXKE A MOBUINH PHCKA OT
KbpBeHE (BXk.Touka 4.4). Benpeku ue KIMHAMHHTE MPOYYBAHWA HE MOKA3BAT, ue JUKIODE
NEHCTBHETO HA AHTUKOATYJAHTHUTC, HMA CbHODINEHHMA 334 MOBUINEH PUCK OT KPbBOH3IHMB

KOMTO IONYYABAT CAHOBPEMEHHO AMKIOPEHAX M aHTukoaryiaanth. Ilo Tasu npudymHa
BHHMATEIHQ HADNIOAEHHE HA TAXWBA MAI{HEHTH,

[Ipobeneryn




JlexapcTBeHHTE MNPOAYKTH, KOHWTO ChABpKAT mpoOcHenma Morar Aa 3a0aBAT CKCKPETUPAHETO Ha
TukiodeHak.

XHUHONOHOBY AHTHOAKTEPHATHH CPSACTBA

HMma u3onupadn J0K1aAM 32 IbPYOBE, KOUTO MOXKE Ja €€ JbJDKAT HA ChbBMECTHATA yIIOTPeOa HA XHMHOMOHH H
HCIIBC.

KojiecTunon U XoneCTHpaMHH

Te3u cpeacTBa MOXKE Ja NMpeAU3BUKAT 3a0aBsHE WIH HaManABaHe Ha abcopbumsara Ha auxnopeHak. [lopaau
TOBA C¢ HOPENOpPhYBA MPUIMKEHHE HA AUKIOPEHAK HAM-MANKO ¢IUH 4ac mpeaw wim 4 a0 6 daca chel
NMPHJIOKEHHE HA KOMCCTHION/XONECTUPAMHH.

Mownu CYP2C9 naxuburopu
[IpemopruBa c¢ MOBHIDEHO BHHMAHHE INpH CAHOBPEMHEHHO ITPEANIMCBAHE HAa AHKIOPEHAK ¢ MOIIHH

CYP2C9 muxubutopH (Kato CyndHHIHMPA30H H BOPHKOHA301), KOSTO MOXKE Aa AOBEAE JO0 3HAYHTEIIHO
YBETHUYCHHE HA MAKCHMAIHHTC MIA3MEHH KOHLCHTPAIMH H CKCIIO3HLMATA HA AMKIOPCHAK, Mopaau
HHXHUOUpPAHE Ha HErOBHA METabOMHIBM.

4.6  @eprTuiHTeT, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT

HMuxubHpaneTo HAa NPOCTArIaHJHHOBHA CHHTE3 MOXC Ja HMA HETATHBHO BIHAHHE BBPXY OpeMeHHOCTTa
H/AMM pa3BUTHETO HAa eMOpuona/Qeryca. Hannu OT eNMUICMHOJOTHYHH MPOYYBAHUS TOKA3BaT YBEIMYCH
PHCK OT MOMSATAHE, KAKTO M OT ChpACYHH MandopMalliH M FacTPOCXHM3KC CNIEA NPUIAraHeTo Ha HHXMOMTOD
Ha MPOCTAITIAHAMHOBUA CHHTE3 Npe3 paHHaTa OpeMEHHOCT. AOCOMFOTHHUAT PHCK OT ChPACYHOCHAOBA
mangopmanua c€ yBenW4ara ot no-Manko ot 1% mo nmpubGmuanrenno 1,5%. Ilpuema ce, ue pHCKBT ce
YBEJIHYABA ¢ YBEJIHYABAHETO HA A033TA H NPOABL/DKHTEIHOCTTA HA ICHEHHETO.

IIpM >kMBOTHH MPHIAraHeTo Ha UHXMOUTOPH HA MPOCTArNaHAHHOBUSA CHHTE3 BOJH J0 YBEMHUcH Opoii 3aryon
Ha II0Aa MpeAd H CICJ MMIUIAHTHPAHETO, KAKTO H A0 CMBpPT Ha eMOpHona/deryca. Uma noxnamu u 3a
YBEIHUYEH Opo# CliydaH Ha pasnyyHH MandopMaiM, BKIHOUHTEIHO CbhPACYHOCHAOBH MalN(GOpMAlHH, TPH
)KHBOTHH, KOHTO €a MOMy4YaBallH HMHXHOWTOP Ha NPOCTArIAaHAMHOBUS CHHTE3 NO BpeM¢ Ha (a3zara Ha
OpraHoreHesara.

Or 20-ata ceavuua Ha OpemeHHOCTTa HatareK ynorpebara Ha JAUKIOPCHAK MOXKE Ja NPUYHHH
OJIMrOXUAPaMHHOH, Ib/DKaL C¢ HA HApYIICHHE HA ObOpeuHaTa pyHkuma HA deTyca. ToBa MOXKE Ja ¢ce MOABH
CKOpPO CIICA 3AMO4YBaHE Ha NCUYCHHUETO H OOHKHOBCHO € 0DpaTHMO MpH IpeKkpaTABaHETO My. B aombiaHeHHE,
MMa cbOOLIEHHA 3a CTeCHABAHE HA ductus arteriosus Ciaex ACHCHHE MPE3 BTOPHA TPHUMECTBP, MOBEUYETO OT
KOHMTO OT3BYy4aBaT C/I¢j NpeKparasaHe Ha neuyeHueTo. [lopaay ToBa npe3 mepBHUA M BTOPHA TPHMECTHDP HA
OpeMeHHOCTTa auKNodeHak He TpaGBa Aa c¢ Ipwiara, OCBEH ako € abCoOmOTHO HeobXxomuMo.Axo
AMKIO(EHAK CE H3MOJA3Ba OT KEHA, KOATO CE€ ONMTBA JAa 3a4YCHE, MAM NO BPEME HA ITBPBHS H BTOPHA
TPUMECTBD Ha OpeMEHHOCTTa, A03arta TpAdBa 42 C€ NOATBPKA BB3MOXKHO HaH-HHCKA, a
MPOAB/DKHTEIHOCTTA HA JICUEHHETO —  Bb3MOXKHO Haii-kparka.Cnex excnosuuMs Ha AMKIO(EeHaK B
NPOABL/DKCHUE Ha HAKOMKO AHM oOT 2(-ara TecTaUHOHHA CEAMMIA HATaTeK TpadBa fAa ce OOMHCIH
AHTCHATAIHO MPOCICAIBAHE 34 OJNHUIOXMAPAMHHOH M CrecHaBaHe Ha ductus arteriosus. Ymorpebara Ha

aIopeHak TpaOBa Ja C& NMPEeyCTAHOBH, aKO CC YCTAHOBHM OJMIOXHAPAMHHOH MM CTecHsBaHe Ha ductus
arterosus.

Ilpes Tperuda TpUMeCTbp HAa OPSMCHHOCTTA BCHYKM MHXUMOHUTOpH HA CHHTE3a HA MPOCTariajdH MOrar aa
H3JIOXKAT IJI0JA HA:

¢  KapAMOMYJMOHAPHA TOKCHYHOCT (C MpexASBPEMEHHO 3aTrBapaHe HA ductus arter)
OenogpoOHa XMnepTOHUA);
e OnOpeuna auchyHkuu (BX. no-rope):
MaMKaTa ¥ HOBOPOAECHOTO B Kpasd Ha OPEeMEHHOCTTA, Ha!
® BBL3IMOKHO YIBJDKABAHE BPEMETO Ha KBPBEHE, anTHarperupait edexr, kKo
NPOABH JOPH MPH MHOTO HHUCKH AO3H;
¢ uHXHOHpaHE HA KOHTPAKLHUHTE HA MATKATA, BOACINO A0 3a0aBEHO WM yab




Cnenoparenuo Jluknodenak Jlyo 75 mg Tebpau KancynaH ¢ YABLIDKCHO OCBOOOMIABAHE € MPOTHBONOKA3CH
IO BPEME HA TPETHA TPHMECTHP Ha OpeMeHHOCCTTA (BK. TO4XHM 4.3. 1 5.3).

KbpMmene

MankM KOMM4YecTBa OT aKTHBHOTO BEINSCTBO AUKIOPEHAK U HErOBHTE OCTATHYHH IMPOAYKTH NMPEMHHABAT B
MaifuMHATa XbPMa B MAIKH KommdecTBa. Ilopaau ToBa aukinodeHak HE TpaOBA Aa CE MpHEMA MO BPEME HA
KbpPMEHE, 3a Ja ¢¢ u30ErHaT HEXKEJIAHHTE e(PCKTH 3a KBPMAUETO.

DepTUIHUTET;

[MpunaraneTo Ha aguKIOQEHAK, KAKTO M Ha APYrH JCKAPCTBEHH TMPOAYKTH, KOMTO HHXHOHpar
UHKTIOOKCHI€HA3aTa/ HMPOCTArJIaHIHHOBMA CHHTE3, MOXKE Ja Hapymu (EpTUNHOCTTA HA XKEHaTa, MOopakH
KOETO HE € MPCMOPBUMTE/ICH IMPH XKEHH, KOMTO HCKar aa 3abpemeHexr. [lpekparsgBaHe Ha ACHCHHMETO C
aukiaodeHak Tpadbea ga c¢ OOMHCIM NpH KEHH, KOHTO HMMAT TPYAHOCTH Aa 3a0PEMEHECAT HIH KOMTO
MpEMHHABAT U3CNICABAHHA 334 Oe3rLoaue.

4.7 EdexTH BbpXy criocoOHOCTTA 3a WIoPpHpaHe H paboTa ¢ MALIHHH

[TanpeHTH, KOMTO UMAT 3PHTENHH HApYUICHHS, BEPTUTO, CHHAMBOCT WIH APYrH HAPYIICHHWA HA LEHTPATHATA
HEPBHA CHCTEMA, AOKATO NMpHEMAaT AMKIOQEHaK, TpaOBa Ja ¢e BB3AbPXKAT OT Mo(pHpaHe HIH padboTa ¢
MampuHy. ToBa BaXu 0COOCHO, KOraTO MMAa H B3aUMOACHCTBHE C AJIKOXO.

4.8 HexenanH JeKapCcTBEHH PeAKLIHH

Chenuure KATeropuu ¢¢ M3anoa3ear 3a 6a3a 3a OLICHKA HAa HEXEIAHHTE JICKADCTBCHH PEAKIIHH.
Mmuoro uectu (=1/10) ; wectu (=1/100 go <1/10); nHewecTn (>1/1 000 zo <1/100);

peaxu (=1/10 000 mo <1/1 000);, mroro peaxu (<1/10 000); ¢ HeussecTHA YecTOTA (OT HATHUHHUTE JAHHH HE
MOXKe Ja Obae HampaBeHa OLICHKA).

Tpabsa aa ce uMa MpeABHA, He MOCOYCHUTE HEXKEIAHU TCKAPCTBEHH PCAKIMH HA JICKAPCTBEHOTO CPEACTBO
¢a IIpeAH BCHYKO JO303aBHCHMH H €€ NPOABABAT PA3JIHYHO MPH PA3THUHHUTE HHIUBHIM.

Haii-yecto HabmonaBaHuTE HEXKENAHH JIEKAPCTBCHH PEaKLMH 3ACATAT TAaCTPOMHTECTHHANHHMA TpakT. Morar
A& ce MpOABAT MENTHYHM A3BH, IICPPOpAIH HIH KPbBOH3IHBH, MOHAKOTra ¢ (partaneH kpaii, ocobeHo npu
NAlHEHTH B HANPEAHANA BB3pAcT (BK. Touka 4.4). Cnex npuioxkeHue ca JOKIAABAHU FaAcHE, NMOBPLINAHE,
AMapHi, TOXYBAHE HA KOPEMa, KOHCTHNALMS, HAPYWICHO XPaHOCMHIaHE, KOopeMHA OOnKa, depHH
M3NPaKHEHHU, XEMATEME3HC, VILIEPATHBEH CTOMATHT, BJIOIIABAHE Ha KOIWTa Wiy Ha 6onectra Ha Kpow (Bx.
T0uka 4.4). [To-psako ¢ HabmoaaBaH racTpur,

[Tpu nevenne ¢ HCTIBC ca roxnaaBaHm efeM, XMNEPTOHHA U ChPACUHK HAPYIICHMUS.

JaHHUTE OT KIMHHYHHMTE NMPOYYBAHHA H €NMHUACMHONIOTHYHHTE JAHHH CAHAKBO COYAT KBM MOBHIIEH PHCK OT
aprepuanHy TPOMOOTHYHH ChOHTHS (HANpUMEpP MHOKApACH HH(APKT HIH HHCYNT), CBbP3aHM ¢ ynotpebara
Ha AuknogeHak, ocodeHO nmpH BHCOKa xo3a (150 mg nHEBHO) M NPH MPOIBLIDKHTEIHO JeUeHHE (BaK. TOUKA
4.3 1 4.4 IpornBonokazanus ¥ Crieyansy npedy npekIeHHS U NPSANA3HH MEPKH ITPH ynoTpeba).

Cppacunn HApYIIEHHA

Muoro peaxy: nannuTaiyy, 60iKa B repAMTE, CAEM, ChPACYHH HaPYIICHHA, MHOKAPACH UH(]APKT.
C weusBecTHa UecTOTA: cCHHApOoM Ha Kounis.

Hapywenus Ha kpeBTa ¥ AMMQHATA CHCTEMA
MHOro peaku: X€MaTONMOSTHYHH HAPYIICHHA {AHEMMS BIJIIOYHTCIHO XEMOJUTHYHA U ¢
NEBKONCHUA, TPOMOOIMTONCHUA, MAHIHTOICHUS, ArPAHYIOIHTO3a).
[TepBuTe npusHAI Morar aa Obpaar; Tpecka, BB3MANEHO TIBPIO, MOBBPXHOCTHH
IPHNIONIOAO0OHH CUMITTOMH, TEAKO U3TOLICHHE, KBPBCHE OT HOCA M NMOAKOXKHO KbPBEHE.




[Tpu aBarocpodHO NeYeHNE € HEOOXOAMMO PEJOBHO HADMIOACHHE HA KPhBHATA KAPTHHA.

IDCHHS HA HEPBHATA CHCTEMA.
YecTu: HapyUmIEeHHS Ha LICHTPAIHATA HCPBHA CHCTEMA, KAaTO Hampumep raasobommMe u 3amMadHOCT, Bb30yaa.
Peaku: CBHIMBOCT

MHoOro pcakH: MO3BYHO-CHAOB HHIMACHT, HAPYLICHA YYBCTBUTE/HOCT, HApPYLICHO ycCElladHe 3a BKYC,
HAPVINCHUA HA ITAMETTA, KOHBYJICHH, TPEMOP.

Hapymenna Ha ouuTe
MHOro peaxy: HApYIEHHA Ha 3PEHHETO (3aMBITICHO 3PEHHC M JHMILTONHNSA).

HapymeHnd Ha yXO0TO ¥ TabUpUHTA
Hectu: BepTuro

MHoro peaky: THHHTYC, BpEMEHHO HaPyIIABaHE Ha CyXa.

CToMalHO-4YPEBHY HAPYIICHUA
Moxe Ja ce mossar NENTHYHM A3BH, nepdopalisd WIH CTOMALIHO-HYPEBHO KbPBEHE, KOHTO MOHAKOra ¢a
tbaranHu, ocobeHO MPH NALMEHTH B CTAPYECKA BB3PaCcT (BXK. TOUKA 4.4).

Yectu: rajgeHe, MOBPbIIAHE, AHAPHA, JUCTICNCHA, (BIaTyJeHIMA, KOPpEMHA DOMKa, AHOPEKCHA.

Penxu: racTpuT, CTOMAINHO-YPEBCH KPBBOHZIMB, XEMATEME3HC, KbPBaBa AWAPHS, MEJICHA, CTOMAIIHO-
YpEBHA

1384 (CbC umu 6¢3 KbPBEHE Ui nepdopartivs).

MHOTro peaKky: MaHKPCATHT,; KOMUT (BKIIIOYHTEIHO XEMOPATHUYEH KONHT W BJIOIIABAHE HA VILCPATHBEH KOIMT
wim Oonecr Ha KpoH) (BX. TOuka 4.4), CTOMATHT, BKIIOYHMTEIHO VYJILEPATUBECH CTOMATUT, TJIOCHT,
e3o(pareanHN 1€3UM, KOHCTHIIALMSA, MTAHKPEaTUT, AuadparmMo-noJ00HN YPEBHH CTPYKTYPH.

C HeunseecTHa yecToTa: UCXeMHUYEH KOHT.

[TauueHTET TpPaOBa A2 OBAEC HHCTPYKTHPAH AA MPEKPaTH NMPUHEMAHETO HA JCKAPCTBEHHA NPOAYKT M Ja
NOTBPCH HE3abDaBHO NEKAp, aKO AOMYYH TCXKKH OOMKHM B ropHara 4acT Ha KOPEMa WIM aK0 HMa YCPHM
H3MPAKHCHUA HITH XCMATEME3HC.

Hapyinenns Ha 6mbpermTe ¥ MMKQUHKHTE MHTHIA

Heuecru: pasputie Ha eaeM, 0COOCHO NPH NAKUCHTH CbC CHCTCMHA XMIICPTOHHA WIH 6b0pevHo yBpeKaaHe .
MHoro peaku: yBpexzaaHe Ha 0bOpeuHara ThkaH (MHTEPCTHIHANCH HEDPHUT, MANNIAPHA HEKPO3a), KOETO
MOXKC J1a ¢ IPHAPYIKEHO OT ocTpa Op0peyHa HEZOCTATRUHOCT, MPOTCHHYPHS Winu xemarypus. Hedpotuuen
cunapoM. brOpeunara ¢pyHkima TpabBa xa ce HaAbIIOAABA PCAOBHO.

H_aQ:ﬁ IICHHA Ha KOXKaTd H IIOAKOXHATA ThKaH

Yecru: xoxeH oOpus

Peaxu: yprukapus

MHoro peaxu: €k3aHTEMa, €K3EMa, CPUTEMA, epuTeMa MYNTHROPME, EKCPOTHATHBEH ACPMATHT, KOCONaL,
NPYPUTYC, YYBCTBUTENHOCT KbM CBETIIMHA, MyPIypa (Chii0 U AJCPrHYHa IMyprypa) u OyjI03HH PEeakiiHH Ha
KOKaTa, KATO HANPAMEP CHHAPOM Ha Stevens-Johnson H TOKCHYHA eNHAECPMANHA HEKPOIH3a (CHHAPOM Ha
Lyell's).

CHenzBecTtHa uecToTa: (PMKCHpaAH JEKAPCTBEH OOpHB, reHepamu3upaH OynozeH (PUKCHPAH IEKAPCTBEH
ofpus.

Nudexiiyn pu nadecraiym

HCIIBC. Tosa Haii-BepOoSTHO € CBBP3aHO ¢ MEXaHH3MA Ha AekcTteue Ha HCTIBC.

Axo0 1o BpeMe Ha NMPHEMAHETO HA AUKIO(PEHAK Ce MPOSBAT WM CE BJIOLIAT CHMITTOMMTE
rauMeHTa C€ MpenoppuBa Ja NMOTHPCH BeAaHara nekapcka nomoin. Heobxoammo € ma ce §
TMIOKa3aHO NMPOTHBOBB3NATHTEIHO/AHTHOMOTHYHO JIEYCHUE.




H
MHOro paaxo [0 BPEME Ha MPHEMAHETO HA gukiaodbenak ca Habnojapany CHMITTOMH Ha acenTH4e

MEHHHIHT, C BABDBABAHE HA BPara, IJIAaBOOONME, raicHe, [OBpPBINAHE HWIHM 3AMBriABAHE Ha G'b?.HaHHe‘Il‘{Oc;
Wsrnexna, d4e MAUUSHTHTS C aBTOHMYHHH aaGonsSBaHus (CHCTEMEH JYINyC EpHTEeMarolue, CMECC
CheIMHATENHOTHKAHHO 3a00/IBaHE) MMAT MPEAPASTIONONKCHUC KbM TOBA.

Cpa0BM HapyIIECHUSA
MHOro peAKH. XHNEPTOHUS, BaCKYJIHT.

1

PecnipaTopHy, rpbIHH U MEAHACTHHATHH HapyIUCHH S
Peaxu: acTMa (BKTIOUHTENHO JUCTIHEA).

MHoro peAKH: THEBMOHHT

Hapyinenus Ha HMyHHaTa CHCTEMA
Peaky: peaklMy HAa CBPBXUYBCTBHTEIHOCT, aHa(pHUIAKTKHYHH H aHa(pHIIAKTOHHH PCAKLHH (BKAHOUUTETHO

XHMOTOHHSA, TAXHKAPAMSA H LIOK). -

MammeHThT TRSOBA O3 OhAe MHCTPYKTUPAH B TAKHMBA Coy4ad za CBHOOLIOH Ham631¥0 Ha Jckaps ¢y ¥ 13
MpeKpaTH NpraeMa Ha AMKIOdeHaK. g
MHOIO peAKH: RHTHOHEBPOTHYEH OTOK, BIUTIOMHTCITHO JIHLICB OTOK, noAyBaHe HA €3WKA, BETPCLIHO MOAYBAHC
Ha JapHHKCa ¢ 0OCTPYKIHA H2 BB3AYXOHOCHHTE ITHTHING.

AKO HSKOI OT TE3W CHMITOMH C€ IPOSBM, KOETO MOXE Ja €€ Cay4yH JOpH TpH MLPBOTO NMPHCMAHL,
muxnodeHak TpsOsa Aa ObAe CHPAH H HE330aBHO Ja C€ TOTHPCH MEAULIUH CKa MOMOLIL

%,

i-

XenaroOunvapHH HapyINEHH ;
YecTH: yBeM4YaBaHE Ha CEPYMHHTE TPAHCAMUHA3H.

Peaku: XenaTHT, )KBIITCHHUA, YEPHOAPOOHO HAPYINCHHE

MHoro peaxu: $HyJIMHHAHTEH XenaTHT (Oe3 MPOApOMATHY CHMITTOMH), YCPHOIPOOHA HEKPO3a, yepHOpodOHa
HEJOCTATBYHOCT, |

[Tpu ABACOCPOYHO ACUCHHE MOKA3AHMATA HA YCPHHS npob Tpabea Ja ce HabnAABAT PEAOBHO.

;
[IcuxuyHy HapyileHus
T
Muoro peaxu: ac3opHeHTauus, 6€3CHHUE, PA3APAZHUTETHOCT, NCHXOTHHHH peakLuM; ASMPecHd, 1yBCTBO Ha

TPEBOXKHOCT, KOIOMapH.

Cnobmasase Ha OJQ3UPAHH HEXKETAHH DEAKIHAH

CrobmasaHeTo Ha NMOAO3MPAHM HEXETAHW PEaKlMH CICA paspeLIaBaHe 3a ynoTpe0a Ha IEKapCTBEHHA
MpoAyKT € BakHO. TOBa NMO3BONSBA JA MPOSBDKH HADMOACHHETO HA CHOTHOLICHHCTO NoJI3a/pHCK 33
nexapcTBends mpoaykT. OT MEIHUMHCKHTE CIICHHATMCTH CE H3KCKBA 13 cpOOIMABAT BCAKA MOJO3MpAHA
HeXenaHa peaxkius Ypes¥I3mbpIHNTEHA areHIMs 10 CKapeTBaTa X

yn. Jamsan ['pyes” Ne 8 *_

1303 Codus |
Ten.: +35 928903417

yebcaiir: www.bda.bg

4.9 [lipenoznpane

CyMImoMH
Hsma THnY4HAa KIMHHYHA KApTHHA, aCOLMUPaHA C NPEAO3UPAHC HA auknodenak. [Ipeaosupanero MoXxe aa
IPEAM3BHKA CHMITTOMH KaTO HapyINEHHA HA LICHTPAIHATA HEPBHA cucTeMa (rnasofome, 3aMasHOCT H
3aryba HA Ch3HAHHUC), MOBPBIIAHE, CTOMAIIHO-IPEBHO KBPBCHE, HapUs, 3aMadHOCT, THHMTYC HJIH I'bPUOBC,
B cny4ait Ha 3HaYMMO OTPABAHE € PBE3MOMHO Ja HACTBOAT OCTPa HLOpeuHa HEJOCTATHLYHOCT U HEFHOPORHO
YBPEHKIAHE .

TepaneBTHYHH MEPKH
Jleuenmero Ha octpoto orpaBaHe ¢ HCIIBC, BXIOYHTEIHO muKiiodeHak, ce i

MOAbPKAIIH MEPKH H CHMITTOMATHYHO JICHCHHEC. Hoaaspxamy MEPKH H CHMTOMITMSIF




NPHIAratT Mpy YCIOXKHEHHA KATO XUMOTOHMA, ObOpeyHa HEAOCTATBYHOCT, I'bPYOBE, CTOMAMIHO-YPCBHH
HAPYIOCHHS H NOTHCKAHE HA JUITAHETO.

Manko BEpPOATHO € CIICUHAIIHM MEPKH Karo opcHpaHa AMype3a, AManM3a MM xeMonepgy3usa Ja nOMOrHAT
3a enuMuHupane Ha HCIIBC, sxmoumrenno auxnodeHak, Thil KaTO CTEMNEHTA HA TAXHOTO NPOTCHHOBO
CBBP3BAHE € BUCOKA M METABOIH3MBT UM € EKCTCH3HBECH.,

Moxe 1a ce ¥Ma NpeaBH] MPHIOKEHWE HA AKTUBCH BBIJICH CICA MOTTBINAHE HA MOTEHIHATHO TOKCHYHA

CBPBXA03a H ACKOHTAMHMHAUMA HA CTOMAaxa (Harp. MOBPBIIAHE, CTOMAIIHA MPOMUBKA) ITPH MOCIBINAHE HA
NOTEHLUHMANHO XHBOTO3aCTPAINABAINA A03A.

5. @OAPMAKOJOI'MYHHU CBOHCTBA

5.1 ®DapMaKoAHHAMHYHH CBOHCTBA

dapMmakoTepaneBTHdHa rpyna: HecTepouasd NPOTHBOBB3NAIMTEIHM H AHTHPCBMATHYHM NPOAYKTH;
IIpou3BoaHM HA OLETHATA KMCENIHHA U CPOJHH BEINCCTRA,

ATC xox: MO1ABOS

JuxiodeHak ¢ HECTEPOHIHO MPOTHBOBB3NAUMTCIHO/ AHTHPEBMATHYHO CPEACTBO, KOETO NPH NPOYYBAHHA
NPH XKHBOTHH € ¢ J0KA3aHA ¢(EKTHBHOCT CIpAMO OOMKHOBCHHTE MOJSIH HA Bb3NAICHHE, KATO NMOTHCKA
npocTarmanIuHoBus cuHTe3. Ilpu xopa guknogeHak Hamanasa Oonkara, OTOKA M TEMIMEpaTypara,
NPUYIHHEHH OT BBINAIMTEAHMA npouec. B momsaHenne auinodeHak NMOTHCKA TPOMOOUMTHATA arperaius,
npuduHeHO OT AJ1D u xonareH.

5.2 @apMakOKHHETHYHH CBOHCTBa

A6copOuus

[Ipu nepopanHo npunoxeHue Ha OOHYANMHWUTE CTOMANIHO-YCTOHMYHBH JICKAapPCTBEHH (QOPMH aKTHBHOTO
BEIIECTBO AUKIODEHAK ce pe3opbupa HAMBIHO, AMCTATHO OT CTOMaxa. MakCHMaIHH IUIA3MEHH
KOHLEHTPALMHU C¢ AOCTHraT cnex 1-16 gaca, B 3aBHCHMOCT OT MPOAB/DKUTCIIHOCTTA HA MPEMUHABAHE IMPE3
CTOMAaxa, KaTto cpeaHaTa CToHHOCT € 2 -~ 3 yaca. Hayanoro Ha pe3opOupaHeTo ¢e oThara, Korato OpHeMbT €
cinel xpaneHe. KommuecTsoTo Ha pesopbupaHe He 3aBHCH OT XpaHara. [lepopanuo npuetusat auxnodeHax e
NOAOKEH HA 3HAYHTEIIHO Bbh3ACHCTBHE MPH IMHPBOTO NMpeMuHaBane (first pass effect); camo 35 mo 70% ot
AKTHBHOTO BEUIECTBO, KOETO €€ € pe30pOHpaNo, JOCTHra NOCTXCNATANHATA LUMPKYIAUHA B HEMPOMEHEHO
CBHCTOSHHE.

PasnpeacacHUe

AKTHBHOTO BEINIECTBO CE CBBP3Ba ¢ MPOTCHHHU A0 99,7 %, rnaBrO ¢ anbymuH (99,4 %).

JMKknodeHak MPOHHKBA B CHHOBHAMHATA TEYHOCT, KBAETO AOCTHra MaKCHMAIHW KOHLECHTpauMH 2-4 uaca
CIIEJ MOCTHIaHETO HA MMKOBH TUTa3MEHH CTOMHOCTH. JABHHAT €TMMHUHAUHOHEH MOJIY)KHBOT OT CHHOBHA/IHATA
TEYHOCT € 3 - 6 yaca. Jlpa yaca ciex JOCTHraHETO Ha IMKOBH NMNA3MEHM CTOMHOCTH, KOHUCHTPALHHTE Ha
AKTHBHOTO BELIECTBO BEYE Ca MO-BHCOKM B CHHOBHAITHATA TEYHOCT, OTKOJIKOTO B IUIa3Mara, H OCTaBaT Mo-
BUCOKH 32 0K0JIO 12 uaca.

buoTtpanchopmanns
buoTtpanchopmaumaTa Ha AUKNIOPEHAK CE OCBHIICCTBABA YAaCTHYHO 4PE3 [NIIOKYPOHUPAHE HA WHTAKTHATA
MOJIEKY/a, HO OCHOBHO 4YPE€3 CAMHMYHO HIIH MHOFOKPATHO XMJAPOKCHIHDAHE MM METOKCMAMpaHE, B
pe3yITaT HA KOETO CC MONYYABAT HAKOJKO (PEHOIOBH METADONMHTA, MOBEYETO OT KOMTO C& KOHBEPTHPAT 2O
TIIIOKYPOHOBH CheAUHEHHA. [IBa oT Te3m deHONOBH MeTabonura ca OHOMOTHYHO AKTHBHM, HO B MHOTO I0-
MajKa CTENEH OT AMKIO(EHAK.

Enumunupane

ToTanHuAT CHCTEMEH KIHPBHC Ha muinodeHak B masMara e 263 = 56 ml/min (cpeana
EnuMHHAITHOHHHMAT MOTY)KHBOT B 1Uia3Marta € okojo 1-2 uaca. Uerupu ot meraGonurhre,
NBaTa aKTHUBHH, CHINO MMAT KPaThK MIA3MEH NOTYKHBOT OT 1 - 3 yaca.




Oxono 60 % ot mpuerara a03a c€ EKCKpEeTHpAa B ypHHaTa noja (opmara Ha riIOKYPOHOBH ChEAHHEHHS HA
MHTAKTHATA MOJICKY/la U KAaTo METAOOJMTH, MOBEYCTO OT KOMTO CHINO C€ KOHBEPTHPAT A0 ITIOKYPOHOBH
ceeauHeHus. [To-manko ot 1 % ce exkckperupa Karo HEMpPOMEHEHO BewecTBo. OcraHanara 4acT OT J03aTa ce
CTUMHUHHMPA KATO METADOTUTH YPE3 HKITHbYKATA B U3MPAKHECHHUATA.

bUOHAIUYHOCT

B uxnodpenak Jlyo 75 mg, TBppau kancyaH, 25 mg OT AMKIO(EHAK HATPHH NMPHUCHCTBA B CTOMALIHO-
ycroiuuBa (opma, 50 mg or auknodeHak HATpUH - BBB (dopMara ¢ YIB/DKEHO OCBOOOXKIABAHC.
KOMMOHEHTBHT OT mpoAyKTa ¢ 0OBHTA IEieTa OCHrypsiBa Obp3a HAMHYHOCT Ha AKTMBHOTO BELICCTBO B
KpbBOOOpamieHUEeTO, crea Obp30o mpeMuHaBaHe npe3 cromaxa. [leaerara ¢ yabmkeHO OCBOOOXKIaBaHE
OCHT'YPSABA MPOABIKHUTEIHO OCBODOXAaBaHE HAa aKTHBHOTO BewiecTBO. [lnazmenuTe koHueHTpauun Hag 13
ng/ml (40 umol/1), morar aa 6baar 3anucanu ot 0,5 70 8 yaca (CpeaHO) CICA MPHEM.

buonanuunocrra Ha [uxkinodenaxk-AuBnao 75 mg e npoyusaHa BbpXYy 24 cyOekta ¥ CpaBHEHA C JBa
pedepentan npoavkra (Jduxknodenaxk 50 mg EC [cromamHo-ycToiunBHu Tabnetku| u Juknodenak 75 mg
SR |TabneTku ¢ yasmmkeHo ocBodoxkaaBane|). [lonyuenu ca cieanure pesyarari:

TecroB mpoayKT PedepenTen npoaykr Pedepenten npoaykr
Iuknopenak- uBugo | Jduxnopenak 50 mg EC | Quknodenak 75 mg SR
75 mg*, kancyau ¢
VABIKCHO
0CBOOOK/1aBaHE, TBbPAH
MakcuMaaHHu NIasMeHH 8693 1003.0 289.9
KOHUCHTPALHH (C max)
[mg/ml|
OOxBar; 232,1-1652.3 0,0-2152,1 144,3-1160,9
Bpeme 3a MakcuMaHara 1.00 2.00 6.00
NIa3MEHa KOHLICHTPALHs
(t max) [9ac]
O6xBar: 0,67 - 2,00 1,5-6,00 0,33 - 8,00
(O6nacT noa kpusara Ha 1473,1 1315,7 1428.4
KOHLICHTPALUA/BPEME
(AUC o) [gac* ng/ml] 787.5-3592,1 0,00 - 2798.3 741.4-2973.2

* CbcTaBbT € HACHTHYCH ¢ TO3H Ha [Juknodenak Jlyo 75 mg.

Cpeanute KpuBH Ha rutasMeHuTe HUBa Ha duknodenak-Ausngo 75 mg (Auxno-/AuBnao)*, cpaBHeHH ¢
pedepeHTHUTE NPOAYKTH B AUarpaMa BPeMe/KOHLICHTPALIUSL:

Q

12 16 20
Bpeme (h)
o lukno-Ausuao m luknodenak 75mg SR A Jluknopenak 50 mg EC




* CucTaBbT € HACHTHYEH ¢ To3H Ha Jluknodenak [lyo 75 mg.

OcobeHoCTH NPH NAIMCHTH

llayuenmu 6 cmapyecka ewv3pacm: He ca nabmoaaBany 3aBHCHMH OT Bb3pacTTa pasiiduui B pe3opOupaHeTo,
MeTabonM3Ma MM SKCKPETHPAHETO HA JICKAPCTBEHHS TIPOAYKT, C H3KIIOYCHHE Ha (akra, ue mpH IeT
[auHEHTa B CTaPYECKa BB3PAcT Karo pesynrar or 15-munytHa iv. uHdy3ug ca gocturHard ¢ 50 % no-
BHCOKH IJIA3SMEHH KOHLUCHTPALMH, OTKOJKOTO C€ 0YaKBa IPH MJIAAM 3apasH A0OPOBOIIH.

Hayuenwmu ¢ napywenue Ha 6vbpeynama pynxyusa: Ilpu pDammenTH, crpagamy OT HAPYLICHHE HA
OpOpeunara ¢QyHKLMA, KOrato ¢¢ mpuiara oOWyaHHaTa TO30Ba CXEMa, HE C€ HATPYNBA HEMPOMEHEHO
AKTHBHO BEIOCCTBO NPH KHHETUKAaTa Ha ¢aHBHdYHa fA03a. Ilpu kpeatunMHOB KMHpBHC niog 10 ml/ mun,
H3YHCICHOTO CTAOMIIHO CheToAHME (steady state) Ha TUIa3MEHHMTE HHUBA HA XHIAPOKCU-METADOIHUTHTE € OKOJIO
4 NMBTH MO-BHCOKO, OTKOJKOTO NPH 3APAaBH HHAUBHAH. Benpexku TOBa, METAabOJMTHTE B KpalHA CMETKA €€
EKCKPETHPAT YPE3 ATHUKATA.

ITayuenmu ¢ uepnoOpobro 3abonsseane; IIpH NAUMEHTH ¢ XPOHHWYECH XEMATHT HIKM HEACKOMITEHCUpaHZ
HPO3a KHHETHKATA H META0ONMN3MLT HA AMKIO(PCHAK €A ChIUTE, KAKTO NpPH NalMEHTH 0€3 uYepHOAPOOHO
3abongBaHe.

5.3 [IpeaxauuuIHH ZAHHH 34 De30nacHOCT

[MpcaxnmueuyHuTe gaHHU HAa 0azaTa HA KOHBEHUMOHATHU MpOy4YBaHHA 32 ¢apmaxosorudHa 6e3omacHOCT,
FCHOTOKCHYHOCT M KAPLUCHOTCHCH MOTCHLMAN HE Pa3KPHBAT OCOOEHA OMNACHOCT 3a XOpa, KOATO 12
HaJBHUIIABA PHCKOBETC, BCMEC OMNMCAHH B PAIHYHUTE TOYKH OT HHQoOpMamHATa 3a MECAMUMHCKHTE
cieuHanucTH. XpOHWYHATa TOKCHYHOCT HA JUKIO(QEHAK ¢ HabnmioaaBaHa NMpH NpOYYBAHHA NPH XHBOTHH,
MpeIUMHO nox $opMaTa Ha NIC3HH M A3BH B FaCTPOHHTECTHHANHHUSA TPaKT. I1pH AByroaMinmHO H3CACABAHE 3a
TOKCHYHOCT IYbXOBE, IEKYBAHH ¢ ANKIOPCHAK, €A PAIBUIK A0303aBUCHMO YVBEITHYABAHE HA TPOMOOTHUHHTE
CHAOBH 3aITyIIBAHHA HA CHPLETO.

[Tpu npoyuBasma 3a peNpPOAYKTHBHA TOKCHYMHOCT NMPH KMBOTHH AUKIO(CHAK € 3aTPYAHHI OBYIALMATA [IPH
3aiil ¥ CBINO TaKa € HAPYLIWJI VMIVICMCHTHPARHCTO K PaHHOTO pasBHTHE Ha eMOpHOHA mpH mwrpXose. [lox
BIHAHHE HA JHKIOPEHAK c¢ 3a0aBAT reCTALHOHHMAT NEPHO U MPOLECHT Ha paxaaHe. EMOpHOTOKCHUHHAT
NOTEHIHAA HAa AWKIO(PEHAK € H3CACABAaH B TPH MXHMBOTHHCKM BHAA (ILTbXOBE, MUMIKM M 3aium ). [Tpn
TOKCHYHM HHBA Y MaiikaTta ce HabmoaaBaT cMBPT H 3abaBeH pacTex Ha emOpuona. Ha Oasara Ha HanuuHMTe
JaHHuH, OUKITOdEHAK ¢¢ cudTa 3a HereparorcHeH. J[o3W moj TOKCHMHUTE HMBA 3a MAKaTa HE Ca UMATH
BJIHSAHHUE BhPXY MOCTHATATHOTO Pa3BUTHE HA MOTOMCTBOTO.

6. ®APMALEBTHUHU JAHHH

6.1 ChnHcCbK HA NOMOLIHHTE BEIIECTBA
TAJIK,

MHKDOKPHCTAITHA LC/TY103a,

noBHAOH K- 25,

CHIITUITUEB JUOKCUZ, KOTOUAEH Oe3B0AEH,
IPOIIHICH I'THKO,

KOMOJHUMEP HA AaMOHMEB METAKPHIIAT, THIT A,
KOMOJUMEP HA aMOBHMEB METakpunaar, THI b,
KOMIOJTUMED HA METAKPHIIOBATA KUCEIHHA H ¢THa akpunar (1:1)
TPUCTHILHTPAT,

KEATHH,

uHauro kapmuH (E 132),

tutaHueB auokcui (E 171),

MEYATAPCKO MACTHTIO.

6.2 HecsBMecTHMOCTH

13




He ca U3BECTHH KbM HACTOHALIIMA MOMECHT.

6.3 Cpokx Ha roagHocr

3 rOOUHH.
To3u nekapcTeeH OPOAYKT HE TpAOBa fa ¢¢ HIMOI3BA CNEA U3THYAHETO Ha CPOKA Ha FOJHOCT.

6.4 CpnenMaJHH yCJI0BHA HA CbXpPRHEHHE

Ha ce cvxpansasa nog 25°C.
Hla ce cpxpaHaBa B OpHMI'HHAIHATA OMAKOBKA, 32 Ja C¢ NpEAra3y 0T CBET/IHHA U Bliara.

6.5 Buzu cbabpKaHHe HA ONAKOBKATA

Brmucrepun onakoBku or PVC/PVDC u anymuuueso donuo.
Opurunannu onakosid ot 10, 20 nmu 30 kancymm ¢ yIemkeHO 0CBODOXKAaBaHEe, TBBPAH.
He Bcuuxy BHAOBE OMAKOBKK MOrar Aa ObOaT MyCHaTH B NpOAaXDa.

6.6 CreuHaiHi npeana3Hd MEePKH NpH H3XBLpJaaHe H paboTta
Hsma crienpaniy H3uCKBaHMA.

7. NPUTEXATEJ HA PASPELHIEHHUETO 3A YIIOTPEBA
Bausch Health Ireland Limited

3013 Lake Dnve

Citywest Business Campus

Dublin 24, D24PPT3
Hpnanaus

8. MMPHTEXATEA HA PAZPEIUEHHUETO 3A ITAPAJEJIEH BHOC

“@apmaneiix beirapus” OO0, yn. Kpym [Nonor Ne 44, erax 1, 1421 Codus, bearapus

9. HOMEP(A) HA PAPEHIEHHUETO 3A YIIOTPEBA

20000064

10. JATA HA IIbPBO PA3PEIIABAHE/MTIOAHOBABAHE HA PA3JPELIEHHUETO 3A
YIIOTPEBA

Jlara Ha mepBO paspemasane: 04.02.2000
JlaTra Ha nocneauno noaHoBaABaHe: 27.05.2011

11. JATA HA AKTYAJINZIUPAHE HA TEKCTA 08/2025




